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“ysis disclosed that the article contained 1.12 mgs. per tablet of amphetamine
sulfate and 18.3 mgs. of amobarbital. ) Further misbranding, Section 502 (d),
the article contained amobarbital, a habit forming derivative of barbituric

"acid, and the label of the drug failed to bear a statement of the quantity
or proportion of such derivative and in juxtaposition therewith the statement
“Warning—May be habit forming.” .

Tablets No. 108. Misbranding, Sectlon 502 (d), the label of the article
* failed to bear in juxtaposition with the name and quantity of the habit forming
substance, phenobarbital, the statement “Warning—May be habit forming.”
Tablets No. 137. Misbranding, Section 502 (f) (1), the ‘labeling of the
article failed to bear adequate directions for use.since the labeling failed to
reveal the purposes for which the article was to be used. L
" Dasil Bvronal .capsules. Misbranding, Section 502 (d), the label of the
article- failed to bear in juxtaposition with the name and quantity of the
- habit forming substance, sodium aprobarbital, the statement “Warning—
* May be habit forming.” . o P R
Dagil Veratrum Compound tablets Misbranding, Section 502 (a), the label
- statement “Veratrum Compound Tablets” was misleading as applied to the
= article, which contained, in addition to veratrum, the drugs phenobarbital and
. sodium nitrite; and, Section 502 (d), the label of the article failed to bear in
- juxtaposition with the name and quantity of the habit forming substance,
phenobarbital, the statement ‘“Warning—May be habit forming.”
- . Dasil Tu-Tone capsules. Misbranding, Section 502 (£) (1), the labeling of
. the article failed to bear adequate directions for use since the labeling failed
to bear a'statement as to the quantity, frequency, or duration of use.

Di1sposition : December 11, 1952. Default decree of condemnation and destrue-
g tiOn; : : i

3954. Misbranding of Femo capsules. U, S. v. 8,000 Capsules, etc. (F. D. C. No.
: 31326. Sample No. 11178-L.) '

Lier FFreep: July 9, 1951, Northern District of Ohio.

ALLEGED SHIPMENT: On or about February 21, 1951, by the Gelatin Products
Div,, R. P. Scherer Corp., from Detroit, Mich. .

Propuct: 8,000 Femo capsules and an unknown number of labels intended for
use on the article when repackaged, in the possession of the Kumfort Drug
Products, trade name of the Lipton Drug Sales Co., Cleveland, Ohio. The

- article had been shipped in interstate commerce in a drum and had been in

- part repacked into cartons containing 24 capsules.

Lager, 1N Parr: (Drum) “Product #53180 * * * Ingredients in each

capsule: Ergot, Powdered USP XII 259.2 mg. Aloin, USP 8.1 mg. Apiol
Fluid Green 290 mg. Oil Pennyroyal 28 mg. Cottonseed Oil USP q.s. 10
minims. Warning: This is a dangerous drug which may cause serious or
fatal injury unless consumed under adequate and continuous medical super-
vision. Should not be used by individuals with high blood pressure. Exces-
sive doses or prolonged use may cause gastric disturbances. Should not be
used during pregnancy, nor by persons suffering from hemorrhoids, nor in
the presence of nausea, vomiting, abdominal pains or other possible signs of
_appendicitis. Caution: To be dispensed only by or on the prescription of a
bhysician”; (carton) “Femo Perles Original Formula, contammg the Em—
' menagogues, Penny-royal Oil Tansy, Apiol Fluid, Green, Oil Rue Adult Use

o
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- Only Directions: 1 capsule after meals and 1 at bedtime. Contents 24 cap-
sules * * * To be used only by or on the prescription of a physician.”

NATURE oF CHARGE: Misbranding, Section 502 (f) (1), the labeling of the
article failed to bear adequate directions for use. The article was misbranded
in this respect when introduced into, while in, and while held for sale after
shipment in, interstate commerce. o

Further misbranding, Section 502 (a), the statement “contammg L
Emmenagogues” borne on the carton was false and m1s1eadmg since the
articles listed when used as directed, were not eifectlve emmenagogues and
Section 502 (e) (2), the carton label failed to bear the ¢ommon or usual name

~ of each active 1ngred1ent containéd in the article. The article was misbranded
in these respects while held for sale after shlpment in' interestate commerce

DISPOSITION January 27, 1953. The Kumfort Drug Products, trade name “of
the Lipton Drug Sales Co., having filed an answer to the libel but subsequently

. having consented to. the entry ‘of a decree, judgment of condemnatmn Was
entered and the court ordered that the product be destroyed ‘

A 31

3955. stbrandmg of Ellp tablets. U S. v. 58 Bags, etc. (F D. 0 No 33229
' Sample No. 376221 ) o

Liger Friep: Mays, 1952 Hastern D1str1ct of New York
ALLEGED SHIPMENT: On or about February 11, 1952 from Newark N. J.

'Propuct: - 58  1,200-tablet bags and 141 12-tab1et boxes of Ehp tablets, together
. with- a, number of empty boxes labeled, in part “Elip Tablets,” at Baldwm,
N. Y., in the possession of the Baldwin Laboratones Analys1s showed that
the product consisted of sulfur, rhubarb, and a tartrate

ResuLTS OF INVESTIGATION ¢ The 58-bag lot represented the remammg port1on
of a bulk sh1pment of 120 000 tablets which had been shipped to the Baldwin
Laboratories, and the 141-box lot represented tablets from the bulk shlpment
which had been repackaged by the Baldwin Laboratories. ..

LaBEL, IN Parr: (Box) “Elip Tablets Active Ingred1ents Potassmm thar-
trate, Sulfur and Emodin.”

NATUBE orF CHARGE: Misbranding, Section 502 (a), the statement “Ehp Read
Backwards Spells Pile” appearing on the box label was false and misleading
since the statement represented and suggested that the article was an ade-
quate and effective treatment for piles, whereas such was not the case;
Section 502 (e) (2), the label of the article failed to bear the common or usual
name of each active ingredient since the label failed to declare the presence of
rhubarb.

Further misbranding, Section 502 (£) (2), the labehng of the article
failed to bear such adequate warnings against unsafe dosage and dura-
tion of administration, in such manner -and form, as are necessary for
the protection of users since the article was -essentially a laxative and its
labeling failed to warn that frequent or continued use, or use in accordance
with the directions “Take 8 tablets with water the first night then 2 tablets
every night thereafter,” might result in the .establishment of dependence

~ upon laxatives to move the bowels.

The article was mlsbranded while held for sale after shlpment in mterstate
_commerce, _ . L ] .
DisposITION : January 28, 1953. Default decree..ofcondemnation_ and destruei

tion. ‘ o



